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BREATHASURETM DENTAL GUM * 
CLINICAL TRIAL 

a 

REDUCTION OF DENTAL PLAQUE ACCUMULATION 
SUMMARY AND CONCLUSIONS 

University of the Pacific School of Dentistry Cllnlcal Research Protocol WHOTi G-041 

Effecf of Frequenf Daily Use for Four Weeks of 8 PXT-20TM Chewing Gun7 in Redtlcing Denfal 
Plaque Accumulafion When Compared to a Placebo Gum: 

A Double Blind, Cross-over Trealrnsrlt Design. 

INTRODUCTORY NOTE: 

The test gum described below Is BreathAsure TM Dental Gum containing PXT-20T’d. The u 
renort as issued by the Unlverslty of the Pacific School of Dentistry describes PXT-20TM as 
MICRODENT@, which is the manufacturer’s name of the active ingredient. 

PURPOSE: 

Tho purpose of this clinical trial is to compare in normal human subjects the effect on dental 
plaque accumulation, m of multiple daily uses of a sorbitol-based, sugar-free 
PXT-%OTM-containing chewing gum versus i placebo chewing gum without the active ingredient 
(PXT-20 lh4 ) is a proprietary melt-emulsion of dimethicone in a suitable poloxamer which acts as 
an agent to both clean and modify the surface free energy of teeth). 

PROTOCOL: 

Twenty-one healthy subjects with no oral disease and normal toothbrushing skills were 
instructed to use either a test gum containing PXT-20TM, or a placebo gum In R series of two 
four-week test periods conducted October 5 through December 2, 1998. During the gum test 
periods, one half of the subjects were assigned each product, then crossed over the followlng 
gum test period. Use of product was three times a day after meals. Normal loothbrushing 
habits were followed. 

The plaque was stained just before the baseline examination and each of the two product-use 
period final examinations. Examinations were scored utilizing an expanded Turesky 
Modification of the Quigley-Hein Method (Shaver-Schiff). Subjects were instructed to refrain 
from brushing their teeth on the morning of each examination so that the measurement 
represented a uniform 12 hour accumulation since last brushlng. Subjects were given a rubber 
cup prophilaxis to reduce plaque to zero at the beginning of each product-use period. 

ADVERSE EFFECTS: 

No adverse effects on tooth surfaces or soft tissue were noted following any of the Test 
Chewing Gum product-use periods. 
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C O N C L U S IO N S : 

f3 r e a th A s u r e T M  O e n ta l  G u m  wi th  P X T - 2 0 T M  as  th e  act ive  i ng red i en t  ( G u m  C o d e  # l O O )  
s lgn l f icant ly  r e d u c e d  th e  a c c umu l a tio n  o f p l a q u e  w h e n  c o m p a r e d  to  th e  P l a c ebo  G u m  ( G u m  
C o d e  # 5 0 )  ove r  th e  B a s e tin e . 

O v e r a K  B r e a th A s u r e t* D e n ta l  G u m  wi th P X T - 2 O m  was  3 5 .2 3 %  m o r e  e ffect ive  i n  r e d uc i n g  fh e  
e ccumu l a tio n  o f p l a q u e  th a n  th e  P l a o e b o  G u m  w h e n  u s e d  th r e e  lim e s  a  d a y  fo r  o n e  m o n th  wi th 

r e gu l a r  b r u sh i n g . 

S U M M A R Y  A N D  C O N C L U S IO N S : 

To  s umma r i z e  th e  d a ta  ac ross  a l l  tr ia ls: 

P l a c ebo  G u m  

P X T - 2 0 ’M  G u m  

W h o le  M o u th  
P l a a u e  
Base l i n e  4 -weeks  
2 .2 8 4  2 ,2 7 5  

P e r c e n t R e d ’n  S ta t ist ical 
!L e .cw .a P l acebo  m  

- 0 .4 %  N S  

2 .1 7 5  1 .4 0 0  - 3 5 .6 3 %  P < 0 .0 0 0 1  

Ind i v i dua l  T o o th  S u r fa ces  
%  P l a q u e  R e d u c tio n  - T o ta l  S co r e s  

P o s te r i o r  
P X T - 2 0 7 h 4  G u m  - 3 3 .6 2  

P l a cebo  G u m  - 0 .8 0  0 .4 0  - 0 .8 0  

S ta t ist ical S ign i f i cance  p < o .o o o  1  p < 0 .0 0 0 1  - p ~ o ,o o o l  

S ign i f icant  d i f fe rences,  a t s im i la r  m a g n i tu d e s  o f e ffect, we r e  s e e n  w h e n  th e  to o th  su r faces  we r e  
s e g r e g a te d  in to  P rox ima l ,  S m o o th  a n d  P o s te r i o r  su r faces  a n d  ana l yzed .  T h e  C o m p l e te  
P rotoco l ,  Conc l us i o ns  a n d  D e ta i ls  a r e  p r e s e n te d  i n  th e  Tabu l a te d  D a ta  S e c tio n , th e  S ta t ist ical 
S u m m a r i e s  S e c tio n  a n d  th e  R a w  D a ta  S e c tio n  o f th e  fu l l  repor t .  

O f pa r t i cu la r  n o te  is th a t P X T - 2 0  T M  th e  act ive  i ng red i en t  i n  R r sa t hAsu r eTw  D e n ta l  G u m , i n d u c e d  
exce l l en t  p l a q u e  r educ t i on  o n  th o s ; su r faces  w h e r e  n o rma l  to o th b r u sh i n g  h a b i ts a rs  typIca l ly 

x ima l  a n d  p o s te r i o r  sur faces.  

P r i nc ipa l  Inves t i ga to r  


